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Dear

The enclosed APHIS Form 7060, “Official Warning, Violation of Federal
Regulations,” is being issued to you for alleged violations of the Federal
Animal Welfare Act. This notice is being issued at this time as a serious
warning that if you fail to comply with the requirements of the Animal Welfare
Act in the future, this citation and all past and future documented violations
will be used to justify a more severe penalty. The Animal Welfare Act
provides for penalties of up to $3,750 per violation. If you have any questions
regarding this citation or the Animal Welfare Act, please contact this office at
the above address or phone (919) 855-7100.

Sincerely,

2&\6, =

Elizabeth Goldentyer, DVM
Eastern Regional Director
Animal Care

Enclosure

cc: R. Huttenlocker, IES
N. Harlan, DVM
E. Magid, SACS
K. Carter-Corker, ARD
OH (223) 31-R-0017

Animal Care is a part of the Department of Agriculture’s Animal and Plant Health Inspection Service.

An Equal Opportunity Provider and Employer



UNITED STATES DEPARTMENT OF AGRICULTURE CASE NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OHO07014

VIOLATOR

Customer # 223

Certificate # 31-R-0017
Cleveland Clinic Foundation
Research Institute

ADDRESS (Street, City, State, Zip Code)

Bio Research Unit/ NC 50
9500 Euclid Ave
Cleveland, OH 44915

The Department of Agriculture has evidence that on or about January 24, 2007, you or your organization
committed the following violation of Federal Regulations:

9 CFR, SECTION

2.31 (d)(1)

Failure to

Have IACUC review activities involving animals. In order to
approve proposed activities or proposed significant changes in
ongoing activities, the IACUC shall conduct a review of those
components of the activities related to the care and use of
animals and determine that the proposed activities are in
accordance with this subchapter unless acceptable
justification for a departure is presented in writing; Provided,
however, That field studies as defined in part 1 of this
subchapter are exempt from this requirement. Further, the
IACUC shall determine that the proposed activities or
significant changes in ongoing activities meet the following
requirements.

(There was a procedure conducted on a dog that was not done under
an approved protocol. The procedure was done for the training of
corporate sales people. The physician ordering the animal utilized an
approved research protocol with no training component to request
the animal be delivered to the lab. This animal had been purchased
from a licensed dealer and had the initial preparatory surgery for the
originally intended research protocol. The Doctor diverted the
animal to his use for the training program he was conducting.)



9 CFR, SECTION

2.33 (b)(1)

Failure to

¢ Establish and maintain programs of adequate veterinary care

that include the availability of appropriate facilities,

personnel, equipment, and services to comply with the

provisions of this subchapter
(The surgical area where this procedure took place is extremely
cluttered with one very large wood packing crate, a wooden pallet
and several cardboard boxes. These are all untreated and not readily
cleanable in any way. This does not permit adequate cleaning to
allow for sterile technique. There is also a large accumulation of
outdated wrapped implements hanging on the wall and stored on the
floor in boxes. This increases the clutter and difficulty in cleaning.)

Titles 7 & 9 Code of Federal Regulations were promulgated to help prevent the spread of animal and plant pests and diseases and
assure the humane treatment of animals. Since violations of the regulations can have serious and costly impact detrimental to the
public interest, you are warned of this violation. Any further violation of these regulations may result in the assessment of a civil
penalty or criminal prosecution. If you have any questions concerning this warning or violation, please contact the listed APHIS

Official.
APHIS OFFICIAL (Name and Title) OFFICE ADDRESS:
Elizabeth Goldentyer, DVM Regional Director 920 Main Campus Dr., Suite 200
SéGI\!AT RE DATE ISSUED Raleigh, NC 27606
oy SR z\t\lo] TELEPHONE NO. AC (919) 855-7100
FOR PERSONAL S@\i{‘g - RECEIVED BY: (Name and signature) DATE RECEIVED:
FOR CERTIFIED MAIL - RECEIPT NO:
7001 0360 0000 2162 6125
APHIS FORM 7060 Previous editions may be used

(JUN91) PART 1 -VIOLATOR
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L4 Cleveland Clinic

January 11, 2007

Dr. Ellen Magid

USDA, Animal Care

920 Main Campus Drive, Suite 200
Raleigh, NC 27606

Dear Dr. Magid:

This letter is to inform you of a noncompliance that occurred yesterday at the Cleveland Clinic Lerner
Research Institute (A3047-01, USDA # 31-R-0017).

The noncompliance involved an approved protocol using a canine model of cerebral aneurysm. The
incident involved one dog. A procedure was performed (intracarotid injection of coils for the purpose of
embalization of the experimental aneurysm). Although the creation of the aneurysm model was approved
by the IACUC in this protocal, this specific experimental procedure involving injection of coils was not
approved. In addition, this procedure was done in a workshop format involving physician training of
sales personnel for the commercial sponsor preducing the coils. Our IACUC has a policy that warkshops
involving animals are not approved if it is for the exclusive purpose of training sales personnel. We do
approve workshops for physician training for new devices.

The IACUC became aware of this incident when the JACUC Office received a fax that was sent by PETA
to the coil manufacturer. A copy of the fax is enclosed. We have been informed by the Media Relations
unit at the Cleveland Clinic that PETA has also communicated with The Cleveland Plain Dealer
newspaper, and that an article will be published in the January 12 morning edition.

Our institution is committed to take appropriate action concerning the investigators involved in this
incident. The CEQ, the Chief-of-Staff and the Office of the General Counsel have all played an active
role in assessing this situation over the last 24 hours. I will send you a follow-up letter informing you of
the corrective actions that will be taken.

, Sinccrely

L N Tel 216 444-5949
The Cleveland Clinic Foundation 9500 Euclid Avenue / NB21 Fax 216 444-3279

Lerner Research Institute Cleveland, Ohio 34195 dicarlp@ccl.org



[] Cleveland Clinic

January 19, 2007

Dr. Ellen Magid

USDA, Animal Care

920 Main Campus Drive, Suite 200
Raleigh, NC 27606

Dear Dr. Magid:

This is a follow-up to the letter that I sent to you on January 11, 2007 conceming a protocol _
noncompliance that occurred on Jannary 10, 2007 at the Cleveland Clinic Lemer Research Institute
(A3047-01, USDA # 31-R-0017).

The IACUC convened a meeting to discuss the noncompliance on January 18, 2007. A quorum of
the JACUC was present. After lengthy discussion, the IACUC unanimously recommended to me in
my capacity as the Institutional Official, the following corrective measures:

1. The investigator directty responsible for the noncompliance will not be allowed to
perform research involving animals for a period of two years starting from the date of the
noncompliance.

2. All investigators involved in endovascular research will be required to completie a
rigorous retraining program before they will be allowed to perform animal research.

3 The endovascular research group will be required to develop a formal internal set of

guidelines involving animal research. This will include internal checks and balances
designed to prevent a future noncompliance.

In addition to these corrective actions recommended by the JACUC, the Institution has delineated
additional corrective measures to reflect the seriousness by which the Institution has viewed this
noncompliance. I would be happy to provide any additional information that you might require
regarding this issue.

‘ Tel 216 444-5849
The Cleveland Clinic Foundation 9500 Euclid Avepue / NB21 Fax 216 4443279
Lemner Research Institute Cleveland, Dhio 34195 dicarlp@cci.org
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231 (dax1)

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {IACUC).
..(a) JACUC review of actvitles involving animals.

(1), In order to approve proposed activilies or propoge C 0 1AGVL il conaut
““review of those componants of the activilies related to the care and use of animals snd delerming that the propased Acivilias |

" are in accordance with this subchapter unless accepiable justification for a deparnture Is prasented in witting;” Provided,
howaver, That fleld studles as cefined in pan I of this subchapter are sxemgt from this requirement. Further, the IACUQ ahaill
deterrnine that the proposed activities or significant changes in ongoing activities meet the foliowing requirements

~~~=There wos a procedure conducied on @ dog that was not done under an appraved protocol, The procedure was done for
the training of corporate sales pecple. The physicisn ordering the animal utiixed an approved research protoco! with no
1raining. cOmponernt to request the animal be delivered to the lab, This animal had been purchesed from a licensed dealer
and had the inkial preparatory surgery for the ofiginally intended research protocol, The Doctor divened the enimai lo hig use
for the training progrem he was conducting. This Is 8 wviolation of the regulations requiring that all animei usage be
congucted under approved prolocols following the dalineated guidelinas sci down for rasearch and mandated by law, These
guidelines ere aasigned 1o prevent animat wastage and 1o protect the animals from unnecessary pain and distress.

The resaacch facliity hae conducted a (horough investigalion and provided an adequats racponce in balh disciglinary aclions
far (his individual and sdditional training and cheeks and balances o sttampt 1o prevent any future incidences of this noture.

Corracted

233 (D) 1)

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE,
(b) Eash msearch faciiity shall establish and maintain programs of acequate velerinary care that include;

(1?(: h’:; erava:tabdhy of appropriate facilities, persannel, equipment, and services 10 comply with the provisions ef this
Sub

**The Suigical area where This progedure took place Is emromely clunersd wilth one very largs wood PBECYIng craig, =
wooden paligt and several cardboard boxes. These are afl unitoated and nol readily cleanable in any way. This doas not
Rermit 8dequata cieening o allow for sterle lechnique. Thers is aiso & farge accurulalion of cutdaied wrapped implernants
hanging on ihe wall and stored on the floor in boxes:This ingreasas the clutter snd difliculty in cleaning. This does not provide
for adequste vatarinary care for the animals utilzed in this room. '
Correct by: next usa for animal research

' d significant changos in engeing activities, tho IAGUC shall condust’s™ "

. ../ - A:I .
Prapared By=">* /.r‘ Y )"’\LA»«Q dyM
NORMA JEAN RARLAN, DV M, USDA, APHIS, Animal Cars Gato:
: 2 JAN-25-2007

Lo S L Y L

Daws
JAN-26-2007

g S g PN e g
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CLEVELAND CLINIC FOUNDATIOP Customaer ID: 223
RESEARCH INSTITUTE Centficate: 31-R-0017
Stta: 001
BIO RESRC UNIT/NCS0, $500 EUCLID AVE CLEVELAND CLINIC

CLEVELAND, OH 44198
inspaction
: Type: ROUTINE INSPECTION

Date: MAY-31-2008

23 (d)X1xi)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

(i) The principal investigetor has considered aftematives fo proceduree that may cauee more then momentary or slight
pain or distress to the animalg, and has provided a writlen narrative description of the methods and sources, @. g., the Animal
Welfare Information Center, used to determine thet alternatives were not avallable;

The section in the protocols for determining whether there were any allernatives to painful procedures did not adequately
address the point in the following protocols: pigs - ARC#s 00766, 07493, dog ~ Arc #s 07349, 07627, 07438, 07906, primate -
Arcits 007481, 07748, Rabbit - Arc# 07739, -

Cn all of these protecols only one search engine was used lo search for alternatives to Painful Procedures. To conduct an
adequate search and be sure that all reascnable possibilities are covered at least two different search engines should be
used. They shouid be salactad based on the topic to ba researched. If a litaratura search is not avaliable than an appropriate
alternative must be used and documentad.

Thig must be properly done 1o assure that all possible care is being taken to provide for the animals health and well being.
All protocais must be checked, not just the ones that | have identified in this write up.

Note: the more recent protocols now use two search sngines in their search strategy, it is just the older protocols that have
this problem. : '

Carrect by: 7/1/08

311 (e¢)
CLEANING, SANITIZATION, HOUSEKEEPING, AND PEST CONTROL.

(c) Housekeeping for premises. Premises where housing facililes are located, including buildings and surrounding
grounds, must be kept clean and in good repair to protect the animats from tnjury, to facilitate the hugbandry practices
required in this subparn, and to reduce or eliminate breeding and living areas for rodents and other pests and vermin.
Premises must be kept free of accumulations of trash, Junk, waste products, and discarded matter. Weeds, grasses, and
bushes must be controlied so as to facilitate cleaning of the premises and pest cordrol, and to protect the health and wel-
belng of the animals. '

Clutter in the surgical rooms and haliway. There was an excessive buildup of clutter in the hailways in the main operating
room areas. Thie needs removed to permit adequate husbandry and prevent potential problerns with pests. This is for the
health and well being of the animala.

Correct by: 6/21/06

There was a pile of clutter on the floor in one surgery room during a non survival procadure on a pig. Thera was a table that
could have been used to hold these suppliss in one cormer that was complately empty. These items need to be off the floor

Prepared By: 74\ ”\\Mﬁ v

NORMA JEAN HARLAN, D VM , USDA, APHIS, Animel Care " Date:
MAY-31-2006

Tite:

Date:
MAY-31-2008

Page 1 of 2



U SD A Unitad States Department of Agriculture —_—
Animal and Plant Health Inspection Servic. 223 cust_id

JUN 07 200844878 insp_id

8121 site_id

for surgical purposes. Non survival procedures for major species must be done in a clean if not sterile manner.
Correct by: 6/8/06 '

Left a copy of Policy 12, Conglderation of Alternativas to Painful/ Distrassful Procedures

A
Prepared By: 3 E:/'\ Wbl/ﬁ
NORMA JEAN HARfAN, D VM, USDA, APHIS, Animal Care Date:
Titde: - pectar 1D: 1004 MAY-31-2006
Received By: _
Date:
Title: MAY-31-2006

Page 2 of 2



U S D A United States Department of Agriculture NHARLAN
_ Animal and Plant Health Inspection Servi .
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8925 site_id
CLEVELAND CLINIC FOUNDATIO} Customer ID: 223
RESEARCH INSTITUTE Certificate: 31-R-0017
BIO RESRC UNIT/NC50, 9500 EUCLID AVE Site: 003
CLEVELAND, OH 44135 NORTHEAST OHIO UNIVERSITY

Inspection
Type: ROUTINE INSPECTION

Date: JAN-31-2008

No animals present during this inspection. No noncompliant items identified during this inspection.

Prepared By: %HW ﬁ '/ﬂ

NORMA JEAN'HARLAN, D VM , USDA, APHIS, Animal Care Date:
Title: ;. JAN-31-2006
Received By:
Date:
Title: JAN-31-2006

Page 1 of 1



United States Department of Agriculture | | NRAALAN
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CLEVELAND CLINIC FOUNDATIO} Customer ID; 223

RESEARCH INSTITUTE Certificate: 31-R-0017

BILOGICAL RESOURCES UNIT/N Site: 001

L UNIT/NC50 C
l tion
CLEVELAND, OH 44185 nsp?:p:: ROUTINE INSPECTION
Date: JUN-20-2005
231 (d) REPEAT NCI

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {IAGUC).

{5) The IACUC shall conduct continuing reviews of activities covered by this subchapter at approprate intervals as
determined by the IACUC, but not less than annuaily

In 2003, 2004, and now 2005 Cleveland Clinic IACUC reported errors in the annual review of their animal use profocols,
This fime it was protocol that should have been reviewed the end of August, 2004. This oversight was not noted until
May, 2005. The necessary review information was not received until 516/05. The researcher claimed at the time that it was a
duplicate of information sent prior to the end of August, 2004. There was one difficulty with the accuracy of that observation.
The animais listed on the report were not received until mid September. The report itself was signed 5/16/05. Continuing
ongoing reviews must be conducted at least annually of all animal activity. This is to maintain adequate control of ongoing
research activities by the IACUC, to prevent animal harm, loss, or wastage.

REMAINS UNCORRECTED

Note, the following carrections are being implemented to prevent any reoccurences of this incident: '

1) A 80, 60, and 30 day reminder is being sent to each researcher in advance of the annual renewal informaticn being
required.

2) The first day of the month following the due date for their renewat the researcher is notified that no further activity is to occur
until such time as they have contacted the JACUC and corrected this problem. When this notice goes up, salmon colored
animal ID cards are placed on the animals, identifying them as belonging to the facility protocol. The caretakers will be
monitoring for any unauthorized activity.

3) Taking foo long to rectify the situation could result in the requirement to rewrite the entire protocol and pursue full IACUC
approval.

One last item to be implemented is to check for the status of the protocol prior to the arrival of the animals. It is presently
being checked at the time of ordering, but some orders fake long enough that this status changes in between.

Prepared By: O T )
NORMA JEAN HARLAN, D V M , USDA, APHIS, Animal Care Date:
Title: ' : or 1D: 1004 JUN-20-2005
Received By: e
Date:
Title: JUN-20-2005

Page 1 of 1



This report is required by law (7 USC 2143). Failure to report eccarding to the regulations can See reverse side for interagency Report Contro! No

raswit in a0 order lo cesse and desist and o be subject to penalties as provided for in Section 2150. additienal information. 0180-DOA-AN
— o ———————— e
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 31-R0017 223 OMB NO, 0579.0036
P —————————————————————— Ty
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, a5 registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY inclue Zip Code) CLEVE CLINIC FOUNDATION
LEVELAND CLINI
(TYPE OR PRINT) : BIO RESRC UNIT/NCS0, 9500 EUCLID AVE

3. REPORTING FACILITY {List al! locstions where arumals were haysed or used in actual rosearch, testing, teaching, or experimentation, or held for these purposes. Atlach additional
sheels if necassary.}

CLEVELAND, OH 44195

FACILITY LOCAYIONS sites]
CLEVELAND CLINIC DALWOOD FARMS
CLEVELAND, OH 44195 WAKEMAN, OH 44889
———— e
COLLEGE OF MEDICINE NAMSA
ROOTSTOWN, OH 44195 NORTHWOOD, OH 43819
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY {Atlach addiional shests ¥ necessary or use APHIS FORM 70234 |
A 8. Number of . Number of D. Number of animals upan E. Number of animals upon which teaching, F.
animals being enimals upon which experiments, experiments, research, surgery OF 1e5ts were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or dist TOTAL NO.
By The Animat conditioned, or research, surgary, or tests were to 1he animals and for which the use of appropniate QF ANIMALS
Welfare Ragulalions held far use in experlments, or “ conducled involving anaslhetuc,anulgesnc or tranquilizing drugs would
teaching, testing, tests were accompanying pain or huue o d the pr d resulls, or {Colg.C »
experimenis, conducted distress to the animals on of the teaching, research. D +E)
resegrch, or involving ro and for which eppropriate experiments, surgary, ortests. (An oxpianation of
surgacy but not Ppain, distress. or anesthetic, angigesic, or the procedures protiucing pein or tisiress in these
el used for such usa of pain- franquilizing dnugs were animals and the reasons such 8rugs wers ol used
Purposes. relieving drugs. used, must be attached to this repart)
4. Dogs 7 360 360
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits 189 189
9. Non-Human Primates 9 2 -] 8
10, Sheep 1 11 11
11. Pigs 208 ; 209
12. Other Farm Animarg
calves 14 14
13, Other Animals
ASSURANCE STATEMENTS
1) Professionally aeceplable standarda g the care, b and use of animals, including approriate use of anesthetie, anaigesic. and tranquilizing drugs. prps o, during,
and rollowmg actual research, teaching, \esting, surgery, or expentiv ) wers fol by this h facility.
2) Each principal invasfigalor has iai sifemalives to painful procedures.
3) This facility is adhering lo the standards and regulations under the Act, and it has required that exceplics 1o the staadards and requlations be specified snd explained by he
onncipal investigator and egoroved by me Institutional Animal Care and Use C: i (JACUC). A of all the axceptions is ettached to this snnunl report. In
addition 10 identifying the IACLIC-appl ptions, |his y incjudes a trief explanetion of the exoepﬂons as well as the species and humbper of animels affected.
4} The attending veteqinarten far ihis rasearch facility has appropriete authority to ensure the provision of adequate velerinary care and Lo oversee the sdequacy of other

aspects of animal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legaily Responsible Institutional efficial)
| certify that the above is true, correct, and complete (7 U.S.C, Section 2143
SIGNATURE OF G.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE QF C.E.O. OR INSTITUTIONAL OFFICIAL {Type or £rint) DATE SIGNED
11/13/2008
APHIS FORM 7023 [Roplsces VS FORM 13-23 [Oct 88), which is cbsolete PART 1 - HEADQUARTERS

(AUG 91)
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THE CLEVELAND CLINIC “
FOUNDATION

LiErNER RESEARCH INsTITUTL

November 30, 2006

United States Department of Agriculture
920 Main Campus Drive, Suite 200
Raleigh, NC 27606-5213

Registration No. 31-R-0017/223

The Cleveland Clinic submitted the FY2006 APHIS FORM 7023 and 7023A
electronically on November 30, 2006. We would like to add one exception to the
housing standards of the Animal Welfare Act that was reviewed and approved by the
IACUC.

Animal Husbandry
Calves with implanted cardiac medical devices are maintained in pens smaller than the

standards listed in the Guide for the Care and Use of Laboratory Animals.

9300 Luchid Avenue, Clevelind, OH 1193
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REPGRT OF A USED BY OR UNDER CONTROL. CF RESEARCH FACILITY (Afnch svtidonss shonis F ovcorsay or Uso APHIS FORM 70224 }
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COLLEGE OF MEDIGINE FOUNDATION
ROCTSTOWN, OH 44185 PULASKE, PA 18143
DALWOOD FARMS B
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Beity J Goldentyer To: Lesin.M.Banks@aphis.usda.gov

o
01122007 02:38 PM g piect: # of dogs used in medical research

Lesia, :
These numbers include afl the dags reparted a5 having been used in research in any way.
‘04 - 65,012

‘05 -~ 66,6810

08 - 45,858

Call me if you need anything else.
Betty



